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(*irw firwiq ) 

*ifa$6RF 

14n-RiR, 1994 

m. TT.fa, oi: tffc sRrrtnr ftrw, 

1945 nk tftfitH % ftp* ^faq^r faR- 

jti^ fcrafr ifark *krfa tfr< smrtR *rrtm 

irfafWT, 1940 ( 1940 q»r 43 ) qfttflTT 12 #>< KTI“<1 33 
ji\i wxs vr%i?n ^;r swr Ufafu ffwWf *r*fr^r< 

3’n? ihri ^ri^ri % <sr\ «rr<nff tfr 

v^rjtr tfr ^wreV % ftr*, f&nft 

swiftra Ti^i^nT 5jarrftr,i fau 3rrir | srk ^ 

arrefi | fV -j*r) farm <r a*r k, fV*w sw 

'*piw ^r, %r# m Kf^r smfrm Hi nf ft, srftM ^Rnf 
*m ^TTOf Vti 5 / ^Tff)' ft, qriP4,Tf fan nr, wqfa tff flHfN 
£ wff fir*K i 7 R ( T i 

^3 5ii^t Pwf vi wm n4 : ^pri?r, 
tfk qfkrnt TT^iw, fHJrfrr wq, *rf farin'qft *nr ^t'4 i 

ft# wr^t vr ^criqf 'R 5 ft w fqfwrk£ wqfii 
tfr giriRi % ftr^i k nr c d rr<^r< finnx 

«rt4V i 


sriw fkcr^r 

1. (i) rr flraiff vr tiferci wr iftafir nk srawr 
?rr^fff ( kvftgJT ) Pwr, 1994 11 

(a) q *i*wr k vt mfiw «fft 

^ i 

2 . tftafu «ftr wrtr^T f^ir, 1945 ‘% (f^rk 

q^rq; ^ Pf-w w w ft ) 75 k 

(t) ( 3 ) irk ^^nnr (4) (4) 

ifH (5) 5f 9/i": WltfePT fw ^TtT^TT 

rfkW wk jrr. ^Tfwr (4)k> ‘‘^rfaw 

(l) qr (2) % irtffa ^T<f ^ Ip 

¥4t, wr nV< qTfcsfrf fir *r £f 
(l)arr (2) (3)% Kkl^r 

IJW lft< k r i: RTlpRf 

\^U IRrii} | 

(«) (2) i: wrq; ^-rf^*T w-f- 

feqr srrRi, >- 

‘‘( 3 ) ’TfcjR qkj^r (w^i: ftr ? r jr ) 
kk “^l'<[^ ^qr * £ qqki?r ,; iftqRrilr ^ fwr 
r^V.q * fair fqfqqW I 5 ITprf^' f%TT m Wf 
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fVrj srm %■ frri 

sm 27 «r it fwi vmr tfkwq Prftsrq % 
ftrfr ^tr tft wr fafrarq afar qr ^ 
mrq^ff qr q^nfci % % f^T 

Pffrspir qflr qy[T it st qt 'PW $t r h' *1 

' /[ n:?g *rrtqq> ^ % qrc utfr ifafaqf vt fePmfaT % 

fa? *mfai sm 2sq it^Wt i 

TVg ^ *fh fa qfa Sig&fa % q*folR<q % fa*? WTIt^ 
SIWH ifr quvrcj ^ WW % «TPR 

tw GfT 7 ?ff Tnprf^a % qtffam ^ faq ^ ^ tft 
qqq a«ri pRlsrq- %crRif* i w srf^iH qr *nq 
b^ *rt wr wfafap! qfcr tfnrt i" 

^ri Pm %ftq*r 76 9:— 

(t) "*6^r w *r fafaffca: tftafsrqt vl tfftffR 

q wh «r (1) it PrPrfce ifafiiqf % fim % ftr<? 
fqPrqWr ^5 WTOfai" Rprf ft srm ftptq.^ irk 
5 ur Pr* 5 r%fefl vr^ff ffafl wjq< J ' 

imi <n OT,ca 3ft sr.# rtr r 

vsq, iffi nfh iTCR ^>(, Wfcp— 

>4 jteyr ( m ftm in) *fr? tfkr 
n«nr tqjf.q if tffafwf fa*r irk ^ stWfqqt q>! 
whpnc sft'qiq V' ‘V 1 tfk W'irfaPrfoe 

^ *rgg;*fr q wk ^1 *r(i) irfqfcflro tfafiraf 
% Pm q ( fqa-<q % ftrq fqPTqfq $g aprjrPer srm 
2 8 it Vift tfr ^qt tfk ( qf?*jq 
( *fa Pjri an ) tfh qRr aqr ?mtq it tftafaqt 
irk uroir— ® aqr uggq) V* rfNfijiff % 
fw ) *r^i q «rh ^( 1 ) ^fPrPrft^ifW- 

ftrm % Pm m Pt^r^ % ftrg PrPrqK 
sm 28 ^ ir sri^ vt ^rq^ j ^ ^fanr 
( »ta: fiRf Erq ) ?r>r a^rr *htfrT irWPjql ^ 
Pr^r ift< faem % Prq PrPr^^g; imPa ^q 
2a tr^rfr 1 ^ 28, 2a v ^2sq 

it w^PcT Ppi m ^rqrr fw ^ ^ 

54 ^Tqqqr %W Pr^fMora wf m irgqmq fam 
^rrnqr:— 

(^r) Prqq 76 itpOTPrftrfl ^q^f^Rw ^ft?r w*rr, 

wfa; :— 

,f ?Fq^qRvr Prq^ % qqm % Pr 7 ^ «rfe^r 

(?ta; ftn:. ft ) % RfWa 5 W 1 PrsfPrm ^r, 

$tw ^ Pr(? ^rnrpt?r ^q t T mw «ti«Fi if 

100 fif. ^1- qr it ^qit ftq 

^ Prq ^ 1” 

4 . ^qaPrqq ^ faqq 7 7 ^, 28 rft^ 28 g if 

^Pa qi w 26Wh sm 26 ^ it =T«ft®ra tmfaT ntfi, 
mi «rh ««k¥ %*«TR T^ ,f ST¥q 2 8,28 ^1 «fN: 28 tf £r 
^ ^T^pfPa qt 26 , 2 6*r ^ 2 6 ^fit qiitfa trgirPa" 
^ ifh wji ^rntifi 

5. TOI Pm ^ pfifTf 78 it 'ta 28 *T1 H¥ l T 28 
WfX #fff rfK ^RTR R "m 28, 5T¥q 28 ^ ^T 
28 q” tTO, W rflR ST$R VS l 


[Part II— Sec. 3(i)l 

6 PrqTT % faqq 81 ^ TTpm ( 1) % 2U m 
2 8 *r S «rgsrPa ^ft ^ ,J wwf.wqff 
%rtr qr “ W itr %■ irfifR trgirPa ^nff ^ ^ 

^pTf i 

7. fw*T ^ Prqq 03 t 26 ^ ^ 

2 6 ^ it qq SHTT^q^ ?WT, ^'t qi 

%PTiq Tc <f q? qq qqi^q^ 

^ ^qr’ 1 «m td wi' i 

8* nqq PiqR % Pfq^T 84^ S, 25, 2 5*6, *5*1, 

25^ 26, 26^, 2m t 28^T, 28^, ^ 28 V it ^ 

m %wiv R "w viv 

% TOR TO*lfR UT Iflr ^ % ” 1W ^ ^ 1 

g.^Pt f W >T W^Tt 8^ #— (T) !W 20 0 % 

sppi sRrwftw fen rttott, *r<rf^: 

“WT 2 6^" 

[f^n 68 <F, 26, 7 8 tf^] 
h *f WHfe^ aftnfeif Tt ®tw* n^rT n 
sftr ^(0 if f^fHfes wr* ^95 'W T ? s r ^ T ^ 

% Pm % fer ftferW ^ W sT0W 

i 

i, qjftH'T fenr tht | Pf> ^ 

.^ 

fi<rT qfen; iffeRpqfer ^ ^ 

* fqffnriw v fe? .■ ^ ^ 

vRsfR « -^ 

- .. t f?iR 0<frqn:oT 

tI 

f^qr wr t 1 

(^) artqfe, aftqfeqf ■ • * *' 1 

(^) to*WI *fr 

i* 

2' 

3 . 

5^TPiR 

M'f’iPT 

wiJii'-R strfaqq^ 

%^frq tr^af^r *rjnfe snfOTrcf 

ar?ra.” i 

(w) jhpt 27n % im( PrRftrfer hw Wf- wfe 
Ppn wpTT/ ■ 

“sr^q 27 q 
(Pm 75 5-fe:) 
vt if PrPrfW sfWfti^ ^ 

q^r/tfUT 3fk Stop* *Pm m fern % fe? Ptferfw 15 
tof ^ m wi ^ffew fe? ^ ^ ^ t 

j . qq r/^t pr ' * .. 

^ qfer wrt ^ tf$w/*<r 3frc ^ % * sftnfe Ht 
nrofr Pm, 1945 ^ ifO^MKn 

















[HR 1I—3(0] 

$.faro % fftfroW H^Jrfar fan 

5 jtr Tt/fwhf^r f%q ^ith ft f*R toSto vroi jf/^ ij1 

2 , nVftft (art^ftnff) *pt hth. 

a. nfro afftrfftftr ft fatnHW % fan snwft, hot 
?W? fWt ft HFT, H^FT 3 fa OTTO I 

(^) htts % fc^r ^nRiftt HnWrfftj** ft hth.. 

(»§r) Wroto ft fiR ^mrft ^4^ir^«r ft hr. 

4. HiTTR HTO fftftOT ft ffttX TOTT S/fftftOT ft 

farr.ftt HHK ?ft tfTTftft I 

5. WT ft\H 3flr .R* 

fa-rtOT ftR TOT VW.% OTTO W % 

HR OTT tft *rf ft I 

ottstt:... 

htor 

HtTO ‘ ‘ 

Hiftro % rh qfrHT hh *ft fttHT I 


OTpTPTH RTfatoO 

ft^H Hijtffal RjfttTO 5 TTfwrft 

nrTO. 

/ 

’ 4 'JctI 7 -^ ftt TO 

1, OTplfTT artr 5PJ*T HftWTRT ftfftftt UlTFm fttH^fttfftH 

HfTHT ft WT OT7HT TOT 3lWft 3ftr HHTHH HRHf HfafftTO, 
1940 ft HlftH fftiJTH fftft5TH % OTJTtH HT TO fHHT ^RHT I 

2* nfft Hrofftrarft sfjitTO hfj toh ft ^Tift HRjftt 
V’ ft sfafaitf ftr eTOh^ OT^ftr h aTO/nr 

h ( i ) ft fftffttV*£ fftftr ftftt storin' *n fftfroW wrr ^r ht$ht 
^ 3 ft H 7 TH HfTOfTO Hjff ftt *T$ $, ftt TO TO fHHFT ft HTOflJH 
*R ft Hrmr: r^I+h ft ffttj hritth HTfTOrft 3 ftx/Hr ftHftn 
HHflfR OTfttTT HTfTOrft ftt HTTOH HOTT HT%H I q^ ^ 
Flfftr TH HHHT 'H'Villftin TOt rRT fatnilftT HMfrft jii u ftf I 

3. HOT HTOtftt HrTOrfftfH ft $tft HTft fftftY HlTTTH ftt 

forts otptth rrrfftwt hIt/ht TOtn ^rprfftr othtth 
ftt n^iR 'Srrnfty i 


(n) OTH 2 8H ft !T^T TO: OTfftH ftFTT 

TOPTT, OTtq :—■ 

"srro 23 h 

(fftro 76 Wro) 

iqT^ft "h” ft ftt ^i*x h sftT 

h(i) ft OTjf otj^h ftft^r/fttTT 3ftr 

ft fr*TH ITT fHHTH ft fft 7 ^ ffttftHW ^ HTOfH I 


4 1 ^jiPHHrn, ft ^tfrH ^rft g'O'ft r>n ft 

IBH ft ^tft 3 TTft fwt HfftTOH ftft ?Hr ft HVpTTTH RT^^Tft 
ftH/nr ftnftH ^toPh OTftlfftn nrfftr^nrft ftt ^ ft ^HHr 
Sht I Hfft TFl ft TOH ft Tft? ^tnr I TT ^r?J 

hh ht^t ft, fftnftt tIttoh ^tnr ft fttn hth 

ftt wftr fftfOTOT HHftt srprftt, 3Tf HTT ftr TO ^XTH 

( TlTOTO IRH HTftt HTH ft HR ft Hf ’THJTRH ^flftT^Ft 

sftr/HT ftHftn H^fftTH ft Hffr ft Ht l” 


H^jrfftr ftHHtn* * * ^rrft ^rft ftt 

HT^. 

1. . * ’ ftt ftrofftfro '‘OT HHOT T 

yfTT ftqftftr ft ft’Frfft ^ HHlTO HTHrft fftHH, 1945 ftt THJ- 
^ft tftfftfe ^Vrfu ftt ■afrpFT h ftk OT^ft h( i) 

ft I.fftfn qlftHH: ft fftftmW ^ ^rjirfftr 

ift OTfr t i 

(*) gftnlij (ftVrftfift) fttftR. 

(*t) HOT HTfttftt TftHTft^Hft HR. 

1, 

2 ♦ 

3. 

2. H15 Rpifn firrn ft fftn ^tjh(r ftt hth to? ft 

^ BH, ^rfftr ft HftM fftfftSftH afWfHHt ^r ^rw<1 
JTTT fttT ft RH^TT ft OT ft fft*H ^flT fftTH ft fftp^ THTIT 
fftHT HTHT JtrfftfH HTT^t $ I 

3 . H^rfftr ft * hht 

^ ^ 1 

4. TO w f'H ft fttft nt h^ toI sftr ftftf v^T toI ft, 

HHfft 5RTHH HTHTft vfftftHH, 19 40 ft H^tH TOR 

HT7 HRHH 5HJH (ftrof ft firfftfro ftHft, Hftftr gH jfNft I 

HHTTOT. 


[Rrt lTTO-H014/ll/94-^t^HH°^ 0 

tffTOT H-/, ^twr hFto 

^Vtu sftr hhtHh Hrmft Ihhh, 1945 , 1 - 5-79 h^ ttt 
H fttfftH ^T ft RIOT qfftm ftRPH (hTTFR fftHm) 
HRfty ft fwt ^V?fH 3fh WOT HRlft, HfafHHH ^ fftHH 

(’ft^oftroHH 0 ) ^ HfRfftr | f I I TTTTOR HTO 

froftt ft HTTO ft TRTO Hr 4I ^ (3)(i) ft tfHHfftH fftR- 
fnfTO HfegOTT^ff 5TTT ftfttfro fHR HH S :— 

1, HTo^Holfto 1241, Hrftrr 0-101979 

2* HToHHoffto 1242, HRftH (MO-1979 

3. Ro^offto 1243,HTfftl 6-10-79 

4. HT°HH^fftt> 1281, HT%T 12-10-7 9 

5. HTc-HHofHo 430, HTttHT 19-4-80 

6. HToHHoffto 7 7 9, Hltta 26-7-80 

7 . HToHH^ffto 540 (^t), HTf03f 22-9-80 

8. HToHHoffto 680,HTTftl 5-12-80 

9 > HTo^Hoffto 68l(^),mfftl 5-12-80 

10. HToTOoffto 682(H),HF^I 5-12-80 

11. HToiHToffto 27(H), HT^T 17-1-81 

12. HToHToffto 478 (h), HTfh? 6-3-8 1 

13. HtoiTHoffto G2(H),HTft^ 15-2-82 

14♦ HTo^offto 462(H), HTfftj 22-6-82 

15. HTo^T^ffto 510 (h), TO^W 26-7-82 

16. HT^HH^fft.o 13 (h),HKH^ 26-7-82 

17. HTmoffto 348(H), HPftff 1-5-84 

18. HToTOoffto 331(H), HKFf 8-5-84 


TOHTH 
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19. Hf^ofro 4 GQ(h),HTT>W 20-0-84 

20. KToVTofro 487 (h), Hrffar 2-7-84 

21. HTo'Rofrb 89 (h),PT rfta 10-2-85 

22. ^rro^TTofTTo 788 (h),HT fat 10-10-85 

23. Hfo^ofro 17 (h),HT ffa 7*1-86 

24. Hr°^°fao 1049(H),Hr{ta 2^5-80 

25. HToHTofao 1000 (h), HTfa* 5-9-80 

26. ?rrojproft-o ms(ir) ) m^r 30-9-86 

27. ?rr°*>Tofro 7 i(« r),m^Yor 30 - 1-97 

28. HToi^Tof^o 570 (h), mfm 12-6-87 

29. HTo^TopTo 626(H) mftw 2-7-87 

30. HToiRofro 792(H), Hrft* 17-9-87 

31. HToVTofao 37l(H),flrfta 14-3-88 

32. HTo^lof^o 75(H), 2-6-88 

33. HTo^TofHo 075(H), HT#5T 2-6-88 

34. Hro’ETofao 07H(H),HrfVH 2-6-88 

35. HT.*T°fHo 677(H), cTT^ff 2-0-88 

36. HTo^TofHo 08 1 (h), 0-6-88 

37. HTmofHo 735 (h), 24-6-88 

38. HToVTo^To 813 (h), HTTt^ 27-7-88 

39. HTo^iTofro 944(H), 21-9-88 (*jfW) 

40. HToTTofHo 43(H), 20-1-89 

41. rTt^opTo 44(*r),mrPS 20-1-89 ('^fSTO) 

42. SToWopTc 100(w),mfrq' 14-2-89 (Wjffc'Ta') 

43. «To^«fto 443(*T),?lrtt« 12-4-89 (jjfirra) 

44. WToTTefae 588(w), tTTfPf 2-6-89 (»jfir*sr) 

45. JTroTToRro 69l(w), ffrffij 11-7-89 

46. moTropTo 784(^), rtlTtl 28-8-89 

47. OTo^Topfo 16(<T),fTlfW 1-10-89 

48. OTo^TopTo 73l(ff),frrtt’ff 23-8-90 

49. SToVTopTo 865(ir), mfftT 25-10-90 

so. SToirroffTo n(*r),wrfPj 7 - 1-91 

51. flToTTopTo 223(w),m%r 19-4-91 

52. AT °W opT ° 246(*T), 1-5-91 

53. ?JT<*fropTo 30l(5T),mfW 7-6-91 

54. Sto^TopTo 302(<f),?rfW 7-6-91 

55. aro^ropfo 491(a),?rrfPl 25-7-91 

56. aroipTopro 495(a), 25-7-91 

57. afo^TTopro 532(a), mfp5T 14-8-91 

58 . aToifTToPro 620 (a),mftar u- 10-91 

59. aroTTopfo 668(a), cffiPl 7-11-91 

60 . aioTToPro 730 (a), nrOw 10 - 12-91 ' 

61. jttottoPto 59(a), artrtr 22 - 1-92 

62 . arowoPre 305 (a),nrrpj 4 - 3-92 (jjfirra) 

63. aTo^opro 445 (a), cnfpj 30-4-92 

64. rVf°’6TopT« 597 (a), arfpj 17-6-92 

65. atofttopjo 663 (a),artar 3 - 7-92 
ee. aroartoPro 723(a),rnfrw 11 - 8-92 

67. aroTToPro 796(a),artPar 1 - 10-92 

68. aroTToPro 877(a),arfPa 17 - 11-92 

69. aroftropro 904 (a),anW 2 - 12-92 

70 . arorrofao 923 (a), aT^ar 14 - 12-92 

71 . ar®P t* 27 (a), arfkr 22 - 1-93 (^fanr) 

72 . aro"FT°fa<> 23 (a), mroj 22 - 1-93 

73. aToiRofao 86(a), aT^P9 26-2-93 

74 . aTo^TTofao 296 (a),mfPt 24 - 3-91 

75 . aro^rrofao 373 (a), arfPa 13 - 4-93 (^faqa) 


76 . aTo’profao 374(a),13-4-93 (>tjraaa) 

77. aroTrofas 447(a),arfta 10-6-93 (tgf5m) 

78. atoTtopfo 658(a),ar%4 19-10-93 

79. aroTToPro 673(a),arrPj 27-10-93 

so. aronaoPro los(a), 22-2-94 

si. arota oPto 109(a),ar%r 22-2-94 

82. at ottoPto 370(a), apPtf 7-4-94 

83 . aroTTofas 466 (a),ar(Pj 17-5-94 

84. ar<ntrofao 615(a), 9 - 8-94 


MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi, the 14th November, 1994 

G.S.R. 813(E).—The following draft of cer¬ 
tain rules further to amend the Drugs and Cos¬ 
metics Rules, 1945, which the Central Govern¬ 
ment propose to make, after consultation with 
Drugs Technical Advisory Board, in exercise of 
powers conferred by sections 12 and 33 of the 
Drugs and Cosmetics Act, 1940 (23 of 1940), 
is hereby published as required by the said sec¬ 
tions for the information of all persons likely to 
be affected thereby, and notice is hereby given 
that the said draft rules will be taken into consi¬ 
deration after the expiry of a period of forty five 
days from the date on which the copies of the 
Official Gazette in which this notification is pub¬ 
lished, are made available to the public; 

The objections or suggestions with respect to 
the said draft rules may be sent to the Secretary, 
Ministry of Health and Family Welfare, Nirman 
Bhawan, New Delhi. Any objection or sugges¬ 
tion which may be received from any person 
before the expiry of the period so specified will 
be taken into consideration by the Central 
Government. 


DRAFT RULES 

1. (1) These rules may be called the Drugs 
and Cosmetics (Amendment) Rules, 
1994. 

(2) They shall come into force on the date 
of their final publication in the Offi¬ 
cial Gazette. 

2. In the Drugs and Cosmetics Rules, 1945 
(hereinafter referred to as the said rules), in 
rule 75,-— 

(a) the sub rules (3) and (4) shall be re¬ 
numbered as sub-rules (4) and (5) 
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thereof and in sub-rule (4) as so re¬ 
numbered, after the words, figures and 
brackets "for a duplicate copy of the 
licence issued under sub-rule (1) or 
sub-rule (2)’’ "the word, figure and 
brackets" "and sub-rule (3)" shall be 
inserted. 

(b) after sub-rule (2), the following sub- 
rule shall be inserted, namely :— 

‘‘(3) The application for grant or rene¬ 
wal of licence to manufacture for 
sale or for distribution of drugs in 
Large Volume Parenterals (Intra¬ 
venous Fluids) and ‘Sera’ and 
‘Vaccines’ shall be made to the 
Licensing Authority in Form 27 D 
and an inspection fee of rupees four 
, hundred for the first inspection or 

rupees two hundred in the case of 
second or every subsequent inspec¬ 
tion or for the purpose of renewal 
of the licence : 

"Provided that the applicant shall possess a 
licence in Form 28 D to manufacture such 
Drugs : 

Provided further that if the application for re¬ 
newal of a licence is made after its expiry but 
within six months of such expiry, the fee payable 
for renewal of the licence shall be rupees twelve 
hundred plus an additional fee of rupee six hund¬ 
red per month or a part thereof in addition ot the 
inspection fee." 

3. In the said rules, in rule 76,— 

(a) for the portion beginning with the words, 
“A licence to manufacture” and ending 
with the words, figures and letters “Form 
28 B”, the following words, figures and 
letters shall be substituted, namely :— 

"A licence to manufacture for sale or for 
distribution of drugs specified in Sche¬ 
dules C and C 1 other than those in 
Large Volume Parenterals (Intra¬ 
venous Fluids) and Sera and Vacci¬ 
nes and excluding those specified in 
Part X-B and in Schedule ‘X’ shall 
be issued in Form 28 and a licence 
to manufacture for sale or distribu¬ 
tion of drugs specified under Schedule 
C and C(l) (other than those in 
Large Volume Parenterals (Intraven¬ 
ous Fluids) and Sera and Vaccines 
and Part X-B) and Schedule ‘X’ shall 
be issued in Form 28 B. A licence 
to manufacture for sale or for distri¬ 
bution of drugs in Large Volume 
Parenterals (Intravenous Fluids) and 
Sera and Vaccines shall be issued in 
Form 28 D. Before a licence in forms 


28, 28B or 28D is granted or renew¬ 
ed, the following conditions shall be 
complied with by the applicant”— 

(b) at the end of rule 76, the following ex¬ 
planation shall be added, namely :— 

“Explanation :—for the purpose of this 
rule, Large Volume Parenterals (In¬ 
travenous Fluids) shall mean the 
sterile solutions intended for parent¬ 
eral administration with a volume of 
100 ml. or more in one container of 
the finished dosage form intended for 
single use”. 

4. In the said rules, in rule 77, for the words 
figures and letters ‘Form 28 and 28 B or renewal 
licence in Form 26 and 26F’, the words, figures 
and letters ‘Form 28, 28B and 28D or renewed 
licence in Form 26, 26F and 26H’ shall be substi¬ 
tuted. 

5. In the said rules, in rule 78, for the word, 
figures and letters ‘Form 28 or 28 B’, the word, 
figures and letters ‘Form 28, 28B or 28D’ shall 
be substituted. 

6. In the said rules, in rule 81, in sub-rule (1) 
for the words, figures and letters ‘shall issue a 
licence in Form 28 or 28B’ the words figures and 
letters ‘shall issue a licence under this part’ shall 
be substituted. 

7. In the said rules, in rule 83, for the words, 
figures and letters "shall issue a certificate of re¬ 
newal in Form 26 or 26 F as the case may be,” 
the words ‘‘he shall issue a certificate of renewal 
under this part” shall be substituted. 

8. In the said rules, in rule 84A, for the words, 
figures and letters ‘grant or renew a licence in 
Forms 25, 25A, 25B, 25F, 26, 26A, 26B, 26F, 
28A and 28B’ the words ‘grant or renew a licence 
under this part’ shall be substituted. 

9. In Schedule A of the said rules,—(a) after 
Form 26G, the following Form shall be inserted, 
namely :— 

'Form 26H 

(See Rule 68A, 76, 78) 

Cei lificate of renewal of licence to manufacture 
for sale erf Large Volume Parenterals | Sera and 
Vaccines specified in Schedule C and Cl exclud¬ 
ing those specified in Schedule X. 

1. Certified that Licence No.-granted 

on the-to-for the manufacture 

of following Large Volume Parenterals| 
Sera and Vaccines at the premises situ¬ 
ated at———-has been renewed from 
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(a) Name(s) of drug(s)-. Number of Licence-and 


(b) Name(s) of competent technical staff: 

1 . 

2 . 

3. 


Signature- 

Designation- 

Licensing Authority 


Central Licence Approving Authority 
Date-”, 


(b) After Form 27C, the following Form 
shall be inserted, namely :— 

“Form 27D 
(See Rule 75) 

Application for grant or renewal of a licence to 
manufacture for sale or for distribution of Large 
Volume Parenterals|Sera and Vaccines excluding 
those specified in Schedule X. 

L 11We-of-hereby apply for 

the grant|rencwal of a licence to manufacture on 
the premises situated at-, the undermen¬ 

tioned Large Volume Parentcrals]Sera and Vacci¬ 
nes, specified in Schedule C and C( 1) to the Drugs 
and Cosmetics Rules, 1945. 

2. Name(s) of drug(s)-. 

3. The name(s), qualifications and experience 
of the competent technical staff responsible for the 
manufacture of the above mentioned drugs. 

(a) Name(s) of staff responsible for testing- 

(b) Natnc(s) of staff responsible for manu¬ 
facture-. 


4. The premises and plant are ready for inspec¬ 
tion |will be ready for inspection on-. 


5. A fee of rupees 
of rupees 


•and an inspection fee 
■has been credited to the 


Government Under the Head of Account- 

Signature— 

Designation- 

Dated- 


The application is accompanied by a plan of„ 
the premises”. 

(c) After Form 28C, the following Form shall 
be inserted, namely :—• 


“Form 28D 
(See Rule 76) 

Licence to manufacture for sale or for distribu¬ 
tion of Large Volume Parcnterals|Sera and Vac¬ 
cines specified in Schedule C and Cl excluding 
those specified in Schedule X. 


Date of issue 


1. -is hereby licensed to manufac¬ 
ture at the premises situated at--the fol¬ 

lowing Large Volume ParenteralslSera and Vacci¬ 
nes specified in Schedule C and C(l) excluding 
those specified in Schedule X to the Drugs and 
Cosmetics Rules, 1945. 

(a) Name(s) of drug(s)- 

(b) Name(s) of competent technical staff. 

1 . 

2 . 

3. 

2. The licence authorises the sale by way of 
wholesale dealing and storage for sale by the 
licensee of the drugs manufactured under the 
licence, subject to the conditions applicable to 
licence for sale. 


3. The licence shall be in force from- 

to-. 

4. The licence shall be subject to the conditions 
stated below and to such other conditions as shall 
be specified in the rules for the time being in 
force under the Drugs and Cosmetics Act, 1940. 

Signature- 


Designation- 

Licensing Authority 


Central Licence Approving Authority 

Date-. 

CONDITIONS OF LICENCE * 


1. The licence and any certificate of renewal in 
force shall be kept on the approved premises and 
shall be produced at the request of an inspector 
appointed under the Drugs and Cosmetics Act, 
1940. 

2. If the licensee wishes to undertake during the 
currency of the licence to manufacture any drugs 
specified in Schedule C andjor C(l) excluding 
those specified in Schedule X not included above, 
he should apply to the licensing authority and|or 
Central Licence Approving Authority for the 
necessary endorsement as provided in the rules. 
This licence shall be deemed to extend to the items 
so endorsed. 

3. Any change in the competent technical staff 
shall be forthwith reported to the licensing autho¬ 
rity and [or Central Licence Approving Auhority. 

4. The licensee shall inform the licensing autho¬ 
rity and|or Central Licence Approving Auhority 
in writing in the event of any change in the Cons¬ 
titution of the firm operating under the licence. 
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Where any change in the Constitution of the firm 
takes place, the current licence shall he deemed 
to be valid for a maximum period of three months 
from the date on which the change takes place 
unless, in the meantime, a fresh licence has been 
taken from the licensing authority and|or Central 
Licence Approving Authority in the name of the 
firm with the changed Constitution”. 

[No. X. 11014] 11J94-DMS & PFA] 
SHAILAJA CHANDRA, Jt. Secy. 

Note : The Drugs & Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in 
the publication of the Minisry of Healh 
& Family Welfare (Department of 

Health) containing the Drugs & Cosmetics 
Act and the Rules (PDGHS-61), Subequently 
the said rules have been amended by the following 
notifications published in Part II, Section 3, Sub¬ 
section (i) of the Gazette of India, namely 

1. GSR 1241 dated 6-10-1979 

2. GSR 1242 dated 6-10-1979 

3. GSR 1243 dated 6-10-1979 

4. GSR 1281 dated 12-10-1979 

5. GSR 430 dated 19-04-1980 

6. GSR 779 dated 26-7-1980 

7. GSR 540(E) dated 22-9-1980 

8. GSR 680(E) dated 5-12-1980 

9. GSR 631(E) dated 5-12-1980 

10. GSR 682(E) dated 5-12-1980 

11. GSR 27(E) dated 17-1-1981 

12. GSR 478(E) dated 6-8-1981 

13. GSR 62(E) dated 5-2-1982 

14. GSR 462(E) dated 22-6-1982 

15. GSR 510(E) dated 26-7-1982 

16. GSR 13(E) dated 7-1-1983 

17. GSR 318(E) dated 1-5-1984 

18. GSR 331(E) dated 8-5-1984 

19. GSR 460(E) dated 20-6-1984 

20. GSR 487(E) dated 2-7-1984 

21. GSR 89(E) dated 16-2-1985 

22. GSR 788(E) dated 10-10-1985 

23. GSR 17(E) dated 7-1-1986 

24. GSR 1049(E) dated 29-8-1986 

25. GSR 1060(E) dated 5-9-1986 

26. GSR 1115(E) dated 30-9-1986 

27. GSR 71(E) dated 30-1-1987 


28. GSR 570(E) dated 12-6-1987 

29. GSR 626(E) dated 2-7-1987 

30. GSR 792(E) dated 17-9-1987 

31. GSR 371(E) dated 24-3-1988 

32. GSR 75(E) dated 2-6-1988 

33. GSR 675(E) dated 2-6-1988 

34. GSR 676(E) dated 2-6-1988 

35. GSR 677(E) dated 2-6-1988 

36. GSR 680(E) dated 6-6-1988 

37. GSR 735(E) dated 24-6-1988 

38. GSR 813(E) dated 27-7-1988 

39. GSR 944(E) dated 21-9-1988 Corrigen¬ 

dum 

40. GSR 43(E) dated 20-1-1989 Corrigen¬ 

dum 

41. GSR 44(E) dated 20-1-1989 Corrigen¬ 

dum 

42. GSR 100(E) dated 14-2-1989 Corrigen¬ 

dum, 

43. GSR 443(E) dated 12-4-1989 

44. GSR 588(E) dated 2-6-1989 Corrigen¬ 

dum, 

45. GSR 691(E) dated 11-7-1989 

46. GSR 784(E) dated 28-8-1989 

47. GSR 16(E) dated 10-1-1990 

48. GSR 731(E) dated 23-8-1990 

49. GSR 865(E) dated 25-10-1990 

50. GSR 11(E) dated 7-1-1991 

51. GSR 223(E) dated 19-4-1991 

52. GSR 246(E) dated 1-5-1991 

53. GSR 301(E) dated 7-6-1991 

54. GSR 302(E) dated 7-6-1991 

55. GSR 491(E) dated 25-1-1991 

56. GSR 495(E) dated 25-7-1991 

57. GSR 532(E) dated 14-8-1991 

58. GSR 626(E) dated 14-10-1991 

59. GSR 668(E) dated 7-11-1991 

60. GSR 730(E) dated 10-12-1991 

61. GSR 59(E) dated 22-1-1992 

62. GSR 305(E) dated 4-3-1992 Corrigen¬ 

dum. 

63. GSR 445(E) dated 30-4-1992 

64. GSR 597(E) dated 17-6-1992 

65. GSR 663(E) dated 3-7-1992 

66. GSR 723(E) dated 11-8-1992 

67. GSR 796(E) dated 1-10-1992 
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68. GSR 877(E) dated 17-11-1992 

69. GSR 204(E) dated 2-12-1992 

70. GSR 923(E) dated 14-12-1992 

71. GSR 27(E) dated 22-1-1993 (Corrigen¬ 

dum) 

72. GSR 28(E) dated 22-1-1993 

73. GSR 86(E) dated 26-2-1993 

74. GSR 296(E) dated 24-3-1993 

75. GSR 373(E) dated 13-4-1993 (Corrigen¬ 

dum) i 

76. GSR 374(E) dated 13-4-1993 (Corrigen¬ 

dum ) 


[Fart II-'Snr. 3(i)l 

77. GSR 447(E) dated 10-6-1993 (Corrigen¬ 

dum) 

78. GSR 658(E) dated 19-10-93 

79. GSR 673(E) dated 27-10-1993 

80. GSR 108(E) dated 22-2-94 

81. GSR 109(E) dated 22-2-94 

82. GSR 370(E) dated 7-4-94 

83. GSR 466(E) dated 17-5-94 

84. GSR 615(E) dated 9-8-1994. 
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